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Nan 1.0

1.0 INTRODUCTION

Accreditation, re-accreditation,
accreditation extension, and
surveillance are contingent upon
compliance of the applicant /
accredited organization with the
accreditation requirements, and upon
submission of information and
documents supporting the
organization's capability to perform
inspection, calibration, or testing
activities in the requested scope.
Review of documentation
supporting the abovementioned
capabilities prior to the assessments
allows for proper preparation and
effective assessment. Handling the
assessment findings, and continuous
surveillance of activities included in
the scope of accreditation must also
be documented by the applicant /
accredited organization. ISRAC
shall assess the submitted
documentation (and where required -

the actual operation).

2.0 OBJECTIVE

The aim of this procedure is to
define, in accordance with the

relevant international standards, the
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requirements for organizations NNY THOM /7 NONRON YPINn
requesting accreditation / accredited MWD PYND WYL YTNN

organizations, and the information to
be submitted to ISRAC.

3.0 NATURE man 3.0
3.1 ISRAC's M7 VY 3.1
for /VTNN NONON /NDNON
organizations MpP23 7 N3Inn
applying for
accreditation /
re-
accreditation /
extension /
surveillance.
4.0 APPLICABLE onon 4.0
DOCUMENTS itCld ¢
4.1 1SO/IEC 17011: Conformity mourNy - 4.1
Assessment —General requirements
for accreditation bodies accrediting
conformity assessment bodies.
4.2 I1SO/IEC 17025: General OININY 4.2
requirements for the competence of
testing and calibration laboratories.
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4.3 1SO 15189: Medical
laboratories —Requirements for
quality and competence.

4.4 1SO/IEC 17020: Conformity
assessment -- Requirements for the
operation of various types of bodies

performing inspection

4.5 ISO/IEC 17043: Conformity
assessment — General requirements

for proficiency testing.

4.6 1SO Guide 34: General
requirements for the competence of

reference material producers.

4.7 Document number 1-611002:
ISRAC and its Accreditation
Process.

4.8 Procedure number 1-681001:
Policy and Evaluation of Proficiency
Testing Performed by Accredited

Testing & Calibration Laboratories.

4.9  Procedure number 1-000006:
Requirements for Organizations
Requesting Accreditation for
Sampling.

4.10 Procedure number 2-432009:
Handling Deviations from ISRAC

Policy and Procedures.

MONNINY 4.3

TONNINY 4.4

MONNINY 4.5

MONNINY 4.6

:1-611002 9900 Taon 4.7
PO MYIN MTIN

MY DYNIN N2NONN

:1-681001 7900 5NN 4.8
VNI MYIN NPOTN
NN NN NIIWM

5191 NPYTA MTavNa

.MONOM

: 1-000006 7900 5N 4.9
DONIND MVYIN MWIT
.DINTY NONON DXVPIANN

:2-432009 99010 50 4.10
NYITHNN DIPINA DINY
.MwAN YoM
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4.11 Procedure number 1-661004: :1-661004 79010 5N 4.11
Validation Policy for Test Methods. MOV HY NPON RYNA NPITNH
.P>TIN
4.12 Document number G-119- : G-119-005 19010 Tnon 4.12
005: Instructions for Test Kit .PYT2 MDY NN NN
Evaluation.
4.13 Procedure number 2-621001: oM :2-621001 5 4.13
Receipt and Review of the YN0N Y NPYTA NYIAP
Organization’s Documentation. NIND
4.14 Procedure number 1-000023: :1-000023 9900 5N 4.14
Definitions used in ISRAC's INDNI MVNPYNN MITHIN
documents. NONPONY NPNININ MYIN
Bl miV)a)

5.0 DEFINITIONS mynn 5.0

See procedure number 1-000023. -1-000023 1901 57 N7

6.0 RESPONSIBILITY manx 6.0
6.1 Organizations scheduled for PTaNn M0 TN N 6.1
assessment and applying for ,YTNND NONDN ,NINON YPIN)

accreditation / re-accreditation/ Y MP>2,N2HYN NININ

extension / surveillance, or any other 2V NN PTIN 53 N NIDON

DRNNA DWW IRINN ,MYIN
ISRAC assessment, must comply ' Y ' '
. . . % 5NN MOLNNIN , MY
with the requirements of this
. . MY YoM MUY qoN1)
procedure (in addition to the
) N2NONY YNNI (MPr9N DIOM
requirements of ISRAC procedures
ANIND

and the surveillance agreement) as a
condition for the organization’s

accreditation.
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7.0 METHOD nwe 7.0

7.1  What are the prerequisites for M TPNRN MY 7.1
accreditation? 119000 NYaAPD

To receive accreditation for a 5199 991N NTAYHY TN Y

specific test method, the laboratory AP>12 YW 111y N9PON
must meet the requirements DXNINA TINYY MHY , NN
specified in table 1 in this procedure: | .13y 5nNav 1 1YV DXVNINN
7.2 Organizations requesting DTN OOWPINN OIMIN 7.2
accreditation / re-accreditation / IN WTNND NINDN/NONON
extension, shall submit the NN MYIY YAy ,NanTn
documentation listed in table 1 112202 DVNINN DXINONN
below (for the translated table, DY TN DMN INDYN NONVY
please see appendix 2) and shall 0N T1-000014-03 ©aw
send them together with a signed A(MYIN 1NN DOMIN ©VN)
form number T1-000014-03 WITN TIWI) AT0T YD
(published on ISRAC's web-site): YPaI , 1IN 22000 0)INS
Note: If ISRAC has the need to D22009771 MZYI )N
translate some of the CAB's 02500p77.word LA»71193
documents, those documents should ININD 1100, 0200 NP7

be sent in word-format. The

translation shall be given to the

CAB.
manan | Mo n9199n musaT 2901
nanan 90N
IR 137
J J 9900 THON) PN MINN THON 1

.DYNNY N9 (1-611003
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7.3 Guidance regarding some of the

prerequisites:

7.3.1 Performance of tests as a prerequisite for
accreditation:
7.3.1.1 ISRAC requires the performance of at least

10 tests, if possible, using the method for which the
accreditation is requested, as a condition for laboratory
accreditation for the performance of the tests /

calibrations.

e The tests shall be performed according to the
laboratory's procedure to which the
accreditation is requested and were performed
during the last six months.

e The results of at least 5 of these tests must be

positive (where relevant).

e The laboratory is required to demonstrate that

the complete test procedure was performed for

each of the tests, from the sampling stage to the
issuing of a test certificate (inclusive) (see

Procedure number 1-000006).

LNPNTPIN MYINT MNHNX MINan 7.3

1N990DAY 01PN ININI MPPTa MY

7.3.1

mMp>1a5 NTayn nonon mnn mvan - 7.3.1.1

nVOWA ,MNSY MP>72 10 DY 1832 DOV NN

ATV 995 NONDNN NYPIAN PYY NPT

YIN IMN SN 299 WX MP>Tan
WA 1M ,NONON NWPAN POND NTaynn
INND MWD O¥N2

Moya NPNY MIAMN MP>TAN 19 5 NINab
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195N DYIYIN Y2 9D NIND NTIVHN DY
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7.3.1.2

requirement is not applicable:

In special cases, where the above

¢ The laboratory shall inform ISRAC and specify
the reason. ISRAC shall review each case in
accordance with Procedure number

2-4320009.

o Alternatively, in special cases the laboratory
may re-validate each test method that is not
frequently used, before performing the test (see
Procedure number 1-661004).

7.3.1.3 Preconditions for the accreditation of control

and surveillance organizations:

ISRAC requires the performance of at least 10
surveillances, using the method for which the
accreditation is requested, as a condition for the
accreditation of a control and surveillance body.
e The control and surveillance body is required to
demonstrate that the complete procedure was
performed for each of the surveillances, from the
contract survey stage to the issuing of a certificate
(inclusive).
7.3.1.4 In special cases, where the above

requirement is not applicable:

e The organization shall inform ISRAC and specify
the reason. ISRAC shall review each case in
accordance with Procedure number

2-4320009.

7.3.2 Validation of test methods

7.3.2.1 Laboratories requesting accreditation for

standard methods, or for methods that have been
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validated by the kit manufacturer or by any other
body, shall submit the documentation for method
verification, demonstrating that the test procedure
implemented by the laboratory requesting the
accreditation conforms to the preliminary validation
requirements for critical characteristics (see Document
number G-119-005: Instructions for Test Kit

Evaluation).

7.3.2.2 Laboratories requesting accreditation for
non-standard methods (that are not performed

according to a standard), e.g.:

. In-house methods of the requesting
laboratory.

. Methods based on articles.

° Methods that combine more than one
standard.

. Methods that are performed in accordance

with a standard, but on a matrix other than that
defined in the standard, or that have been otherwise

modified.

° Organizations are required to submit a report
reflecting the method validation that was performed,
or the validation of the modifications on the standard
method. The validation must be suited to the
intended use of the laboratory results, and meet the
laboratory clients’ requirements (e.g., regulatory
requirements). The scope of accreditation (appended
to the accreditation certificate) shall indicate "In-

house method" or "In-house method - based on

NVYVYN MINT DINY NN ,NVIUN (NIXP)
PPN MYIITA TR NINDN NYPIANN NTaYNa
TN NNRI) DOVIIPN DOINANNDN NIY ,NYRIN

moIy NNy No 1N : G-119-005 Y9010

(12
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“Inhouse ...: TPONNA POYPNDIN ... PN DY

method” or “In house method - based on standard
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standard ..." for such methods. For more information

see Procedure number 1-661004.

7.3.2.3 For validated methods, e.g., standard
methods, kit methods, or other validated methods,
verification is required to demonstrate that the
obtained characteristics are similar to those found in
the validation performed by the laboratory

requesting the accreditation.

7.3.3 Inter-laboratory proficiency testing (PT)

7.3.3.1 In accordance with International
Laboratory Accreditation Cooperation (ILAC)
requirements (see Document P9 in ILAC
publications and on the ISRAC website); the Israel
Laboratory Accreditation Authority (ISRAC)
requires laboratories requesting accreditation to
participate in inter-laboratory proficiency testing.
Participation in such programs, if such programs
exist (globally) must be proven before accreditation
is granted. Evidence of participation in at least one
program for each testing technology used by the
laboratory shall be submitted to ISRAC with the
laboratory’s documents. Participation in such
programs is a prerequisite for receiving accreditation
for the specific technology, and shall be reviewed in
the accreditation assessment. Preference is given to
programs conducted by known organizations, if
possible that conform to standard requirements:
ISO/IEC 17043: Conformity Assessment - General

Requirements for Proficiency Testing.
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ISO/IEC 17043: Conformity assessment -

General requirements for proficiency testing.
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Laboratories may use the information available
on the ISRAC website, or request assistance
from the ISRAC quality administration and
heads of divisions in selecting the appropriate

programs.

7.3.3.2 Ongoing participation in inter-laboratory
proficiency testing is mandatory. ISRAC's policy for
PT is detailed in Procedure number 1-681001,
published on the ISRAC website.

7.3.3.3 Laboratory documentation

The laboratory shall specify the handling procedures
for received PT samples in its standard operating
procedures (SOPs). The SOPs shall detail at least the
following:

Responsibility for performance and recording of
results.

Analysis of individual PT results and long-term PT
results.

Comparison method between different methods,
technicians, equipment, etc.

Documentation of result analysis, deviations, recurring
deviations, etc.
If the laboratory does not participate in PT programs,

the alternatives shall be recorded according to the
appropriate standard. Records shall be kept upon
completion of each PT results cycle. The records shall
include reference to all the results, and shall detail the
required corrective / preventive actions following
analysis of the results. The report shall be signed by a

senior laboratory staff member.
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7.3.3.4 Follow-up and reporting to ISRAC

. The laboratory shall maintain a controlled list
of all the tests included in the scope of accreditation.
The list shall detail the inter-laboratory proficiency
testing program(s) (PT) in which the laboratory
participates, and the frequency at which each test is
performed as part of the program. If the laboratory
does not participate in any PT program, the report
shall specify the reasons for non-participation. An
updated list shall be submitted to ISRAC at least one
month before each scheduled assessment.

. The tests shall be performed in accordance with
the procedure submitted to be accredited by the
organization and shall have been performed during the
last six months. The test shall include all the phases of
activity starting from sampling/sub-sample (if
applicable) up to the test certificates (at least half the

tests must be positive).

Note: If this requirement seems not applicable, the

Head of Division shall be consulted by the organization.

. Prior to the ISRAC assessment (surveillance
or re-accreditation) the quality manager shall prepare a
table summarizing all the PT activities (type of tests,
name of the organizer and weather it is according to
ISO/IEC 17043, number of samples, number of cycles,
results obtained by the laboratory compared to other
participants, deviations / trends / identified issues,
discussions held, and planning and follow up of

corrective / preventive actions). The summary shall be
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submitted to ISRAC with the updated list at least one

month before each scheduled assessment.

° If the laboratory results in the PT tests require
inquiry (i.e., the results deviate from the local procedure
requirements), a report shall be submitted to ISRAC
within four months of receiving the results. The report
shall include the deviating results, citation of the relevan
procedure requirement from which the results deviate,
and planning and follow up of corrective / preventive

actions).

7.4  accreditation applications

7.4.1
organization shall submit the documents to ISRAC.

Initial accreditation applications: the

After an initial review and evaluation of the
organization's readiness for accreditation (see
Procedure number 2-621001) an assessment shall be
scheduled in coordination with the laboratory.

7.4.2

assessments: the organization shall submit the updated

For re-accreditation or extension

documents no later than two months before the
scheduled assessment (see Appendix 1 to this
procedure). If the documents are submitted during the
last month prior to the assessment, and if due to the
late submission the assessor is required to reread the
documents and study a new version of the same
documents - the laboratory shall be charged additional
fees, based on the additional time spent by the

assessor.

7.5 Applications for extension: assimilation of the
current ISRAC requirements in the organization's

activities must be demonstrated.
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7.6 Where possible, extension assessments shall be
combined with pre-scheduled assessments. In urgent
cases the organization may submit a detailed request,
and ISRAC shall make efforts to advance the process.

7.7 Payment should be made at the pre-assessment
stage (full fee for surveillance assessment, 50% for
accreditation / re-accreditation / extension
assessments) as detailed in procedure number
1-611002.

7.8  Timely to schedule an assessment

ISRAC shall act to identify a suitable Technical
Assessor. If a suitable assessor is not identified within
six months, ISRAC shall inform the laboratory, which
is entitle to request that the process shall be stopped. In
such cases the laboratory shall be reimbursed.

8.0 DOCUMENTATION

8.1 Anaccompanying letter shall be attached to this
procedure where sent via e-mail (see Appendix number
1).

8.2 Documentation of receivable CABs document
will be using form number T1-000014-03.

9.0 APPENDICES

9.1 Appendix 1: Letter of introduction to procedure
number 1-000014: Prerequisites for Accreditation / Re-

Accreditation / Extension / Surveillance (in Hebrew

only).
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9.2 Appendix number 2: example for a list of

authorized personnel to perform test / inspection/ any

activity for which accreditation is requested

9.3  Appendix number 3: Translated table from
paragraph 7.1in this procedure.

9.4 Form number T1-00014-02 Notification to
Laboratory of Application Status.

9.5 Form number T1-00014-03 check list for

sending the CAB's documents.
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Appendix number 1: Letter of introduction to

procedure number 1-000014: Prerequisites for

Accreditation / Re-Accreditation / Extension /
Surveillance (in Hebrew only)

To:

Subject: Assessment of Accreditation / Re-
accreditation/ Extension / Surveillance

Please be reminded to send two months prior to the
Assessment date, all the documents according to the
table mentioned in procedure 1-000014
Prerequisites for Accreditation / Re-
Accreditation / Extension / Surveillance.

For your convenience, please find attached the
document for presenting the requested scope
regarding your organization.

With best regards,
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Appendix number 3: Translated table 1 from

paragraph 7.1

— M 92 7.1 PYOn 1 NYaL 13 1991 NOD)

YYNNY DNINA

No.

Requirement

Accreditation

Re-

Accreditation

Extension

Surveillance

Comment

The Organization Presentation document
(Document number 1-611003), completed
and signed.

v

Checklist according to relevant standard:

The quality manual conforms to the
accreditation standard requirements (table of
contents / index, including procedure name,
version/date, and number).

v

The quality
manual is
updated
(where
applicable)

Testing, calibration, sampling, inspection
procedures (table of contents / index,
including procedure name, version/date, and
number).

Applicable documents (not protected by
copyrights).

As required

As required

A list of equipment used for testing and the
equipment's operating procedures.

v

A list of qualified personnel and authorized
signatories for methods, with their signatures.

v

See
appendix 2
in this
procedure

A table of correspondence between each
procedure and the relevant standards,
reference documents, or other applicable
documents.

8a

An updated Scope of Accreditation document
for methods, calibrations, sampling,
inspections, or other, for which the extension
is requested (a WORD form number is
available from ISRAC).

8b

The Scope of Accreditation document which is
published on ISRAC web site is the bases for
update methods, calibrations, sampling,
inspections, or other, for which the re-
accreditation or extension is requested.

Proof of participation in PT (Proficiency
Testing) / MA (Measurement Audit) / ILC
(Inter-Laboratory Comparison) in the new
field / method, or proof of registration in such
programs.

See clarification in Section 7.2.3 of this
procedure, and Procedure number 1-681001:
Policy and Evaluation of Proficiency Testing

See
paragraph
733
(when
relavant)
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No.

Requirement

Accreditation

Re-
Accreditation

Comment

Extension | Surveillance

Performed by Accredited Testing &
Calibration Laboratories, published on the
ISRAC website.

10

A summary of all activities within the PT
(which tests were conducted, in how many
some specimens, in how many rounds, the
results obtained from the lab compared to
other participants, deviations/trends/issues
identified, discussions held, corrective
actions, planned and monitoring of
implementation). The summary will be
available, along with the current list (previous
section) at least one month before the
assessment planned.

Updated PT status table, including
information on PT programs in which the
laboratory has participated, and a two-year
prospective plan for participation in inter-
laboratory proficiency testing (PT) for each
method included in the requested scope of
accreditation. See clarification in Section
7.2.3 of this procedure.

See
paragraph
7334
(when

relavant)

11

Statement that ten independent tests have
been conducted for each method included in
the requested scope of accreditation. The
performance should include all the test work
stages, from sampling to issuing the test
certificate. If this instruction is not applicable,
the laboratory shall inform ISRAC and
specify the reason.

See
paragraph
7.3.1in
this
procedure

12

For accreditation type A&C, where the
standard defines a wide range of test matrices
or materials, the laboratory is required to
submit a list (initial or updated) of the tests
included in the performance of the test, i.e.,
addition of new matrices, new test materials,
new calibration equipment etc. In addition to
the updated list, the laboratory shall submit
the procedures relevant for the performance
of the said tests.

13

Validation reports for new in-house methods
or for modifications made to standard
methods and verification reports for standard
methods used by the laboratory. The
validation and verification reports shall
comply with the ISRAC policy defined in

See

paragraph

732
(when

v relavant)
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No. Requirement Accreditation Accrelzqdei'-[ation Extension | Surveillance Comment
Procedure number 1-661004: Validation
Policy for Test Methods.

For clarification see Section 7.2.1 of this
procedure.

14 | Validation reports for modified methods. See

paragraph
v 732 in

this

procedure

15 Estimated uncertainty values for the methods See
included in the requested scope of paragraph
accreditation. Calibration laboratories are v v v (when
required to add the complete uncertainty relavant)
balances.

16 | A sample of a test report/reported result form v v v

17 Organizational structure chart, presenting the
organization’s structure, its position in the
parent organization, and the relations between v v
guality management, technical operation, and
support services.

18 List of field laboratories. The information See
shall include at least the following: name of procedure
field laboratory, affiliation to a permanent
site, name of the client with which the site is v v As reaui

. . s required
connected, operation start date (or prospective
start date), and prospective operation end
date. See Procedure number: 2-614002 -
Accreditation of Multi-Sites Organizations.
19 | Any other document required for the

assessment and requested by the head of
division.
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